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CLAIMS PENDING 

Claims 1-13 are pending and under consideration. 

REJECTION(S) UNDER 35 USC 112, SECOND PARAGRAPH 

Claims 7 and 10-13 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

In claim 7 "the buffer" lacks antecedent basis in claim 2. 

In claims 10 and 1 1 , "after anion exchange" lacks antecedent basis in claims 1 

and 2. 

In claims 12 and 13, "is recovered" is unclear because claims 1 and 2 have 
recited nothing about "recovering". 

REJECTION(S) UNDER 35 USC 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 1, 3-4, 7 and 10-13 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Wan et al (6,177,548). 

Wan et al purify humanized monoclonal antibody Hu-901 (a humanized 
monoclonal antibody is inherently a "recombinant antibody") by using anion exchange 
chromatography to remove aggregates. In Example 2, they choose Q-Sepharose FF as 
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a resin for production (i.e. "manufacturing") scale purification (col. 3, lines 20-31). The 
isoelectric point of Hu-901 has been determined (col. 2, lines 53-55). The pH and salt 
concentration of the loading buffer are chosen, based upon the known pi value (col. 1, 
lines 40-67 and col. 2, lines 53-57). The loading buffer and the wash buffer are the 
same, as shown in Table II. From these considerations claims 1 and 3-4 are anticipated. 

The loading and wash buffer of Table II has a salt concentration within the range 
recited in claim 7. The aggregate levels and the recovery levels recited in instant claims 
10-13 are shown in Table III. 

Claims 2-1 0 and 1 2-1 3 are rejected under 35 U.S.C. 1 02(a) or (e) as being 
anticipated by Ansaldi et al (6,620,918). 

Ansaldi et al purify humanized monoclonal antibodies E25 and E26 (col. 6, lines 
52-60) by using anion exchange chromatography to remove dimers and other multimers 
(i.e. "aggregates"). Note that any humanized monoclonal antibody is inherently a 
"recombinant antibody". In Example 1 , they choose Q-Sepharose FF as a resin for 
purification (col. 6, lines 46-47). The isoelectric point of Hu-901 has been determined 
(col. 6, line 53). The pH of the loading buffer is chosen, based upon the known pi value 
(col. 5, lines 9-11). The loading buffer is Tris-HCI at pH 8. Separation of monomers from 
the dimers/multimers can be achieved by the use of a step gradient elution buffer 
containing 200, 175, 150, or 125 mM NaCI. Ansaldi et al note that this "separation 
works" (see top row of Table I, for Resin QSFF). From these considerations claims 2-9 
are anticipated. 

Ansaldi et al disclose that recovery of the antibodies is "typically greater than 
90% at greater than 99/5% purity" (col. 9, line 66-col. 10, line 51); thus claims 10 and 
12-13 are anticipated. 

Claims 2-10 and 12-13 are rejected under 35 U.S.C. 102(b) being anticipated by 
Ansaldi et al (WO 99/62936). 

Ansaldi et al (WO 99/62936) is a document equivalent to Ansaldi et al 
(6,620,918). The former is cited because of its publication date, which permits it to be 
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cited as a 102(b) document. No copy is provided, since the examiner does not have 
time to copy it and scan it. 

CONTACTS 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to David A. Saunders, whose telephone number is 571- 
272-0849. The examiner can normally be reached on Mon.-Thu. from 8:00 am to 5:30 
pm and on alternate Fridays. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Eileen O'Hara, can be reached on 571-272-0878. The fax phone number for 
the organization where this application is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Typed 3/31/08 DAS 

/David A Saunders/ 

Primary Examiner, Art Unit 1644 



